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DETAILED ACTION 

Claims 1-14 are presented for examination on the merits. 

Specification 

The disclosure is objected to because of the following informalities: 
There does not appear to be a brief description of the drawings within the instant 
specification (which is required). Appropriate correction is requested. 



Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-14 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for treating a condition or disease linked to degradation of collagen or other 
extracellular support macroprotein, as well as inhibiting metalloprotease activity in a mammal, 
by topically administering a composition comprising an effective amount of a hydrolyzed 
peptide extract of lupin seeds prepared via the instantly disclosed process, does not reasonably 
provide enablement for preventing such a condition or disease, nor for treating/inhibiting such 
conditions, diseases, and/or metalloprotease activity via a non-topical route as well as using any 
and all undefined hydrolyzed peptide extracts from any and all lupin plant materials. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention commensurate in scope with these 
claims. 
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Based upon the in vitro data instantly disclosed (using human skin models), one of skill 
in the art would reasonably discern that a hydrolyzed peptide extract of lupin seeds (e.g., 
Lupinus albus: including the sweet white lupin variety of claims 8, 9, and 13) - prepared via the 
instantly disclosed process (see, e.g., page 4, lines 20-29 and page 7, lines 5-36 of the instant 
specification) would be useful for topically treating an in vivo condition or disease defined by the 
claim language, as well as topically inhibiting metalloprotease activity, in a mammal in need 
thereof. However, the claimed invention also encompasses preventing such conditions and 
diseases, as well as using any and all undefined hydrolyzed peptide extracts of lupin plants 
(please note, as evidenced by the IDS reference of Wink et al. - page 139: the art recognizes that 
there are roughly 200-300 species within the plant genus Lupinus) in vivo (e.g., internally, IV, IP, 
topically, etc.) for treating as well as preventing such conditions/diseases, which is clearly 
beyond the scope of the instantly disclosed, demonstrated invention. With respect to 
"preventing" such conditions/diseases (which includes preventing tumors, neoangiogenesis, 
psoriasis, erythosis, periodontal disease, ulcers, attack of dental enamel, among others - see, e.g., 
claim 4), please note that the term "prevent" is an absolute definition which means to stop from 
occurring and, thus, requires a higher standard for enablement than does "treating", especially 
since it is notoriously well accepted in the medical art that the vast majority of 
afflictions/disorders suffered by mankind cannot be totally prevented with current therapies 
(other than certain vaccination regimes against specific conditions/diseases) - including 
preventing such disorders as those defined/encompassed by the instant claims (which clearly are 
not recognized in the medical art as being a totally preventable conditions/diseases). 
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Accordingly, it would take undue experimentation without a reasonable expectation of 
success for one of skill in the art to treat (much less prevent) the instantly claimed conditions/ 
diseases in vivo via the instantly claimed method, other than treating such conditions/diseases (or 
inhibiting metalloprotease activity by topically administering a hydrolyzed peptide extract of 
lupin seeds to a mammal in need thereof, whereby the extract is prepared by the instantly 
disclosed process steps. 

It is strongly suggested that the claims be amended accordingly, and that the methods of 
independent claims 1 and 1 1 be amended so as to define the hydrolyzed peptide extract of lupin 
seeds as a product-by-process (e.g., -whereby the hydrolyzed peptide extract of lupin is 
prepared by a method comprising the following steps: ... -) which recite the essential steps of its 
preparation (including a step of enzymatic hydrolysis) based upon the instant teachings. In 
addition, amending the claims as such would also help avoid any potential Restriction 
requirement between the two instantly claimed methods in a subsequent Office action. 



Claim Rejections - 35 USC§102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 



Application/Control Number: 10/678,884 Page 5 

Art Unit: 1654 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act of 1999 
(AIPA) and the Intellectual Property and High Technology Technical Amendments Act of 2002 
do not apply when the reference is a U.S. patent resulting directly or indirectly from an 
international application filed before November 29, 2000. Therefore, the prior art date of the 
reference is determined under 35 U.S.C. 102(e) prior to the amendment by the AIPA (pre-AIPA 
35 U.S.C. 102(e)). 

Claims 1 and 3-14 are rejected under 35 U.S.C. 102(a) as being anticipated by Paufique 
(FR 2778565) or by Paufique (JP 2000026272) - please note that these references are duplicate 
teachings. 

A method of treating or preventing one of various conditions or diseases, or inhibiting 
metalloprotease in a mammal, including a human, by administering a hydrolyzed peptide extract 
of lupin thereto is claimed. 

Each of the Paufique references teach topically administering to a human a therapeutic 
hydrolyzed peptide extract of sweet white lupin seeds (see pages 9-24 of JP '272 which are in 
English; as well as DWPI, EPAB, and JPAB abstracts). Please note the instantly claimed 
functional effects including preventing and inhibiting such conditions/diseases/ activity would be 
inherent upon such topical administration. Further, without clear and convincing evidence to the 
contrary, the lupin extract taught by each of the Paufique references is considered to be the same 
as one obtained from a particular variety of lupin seeds such as instantly claimed (e.g., from 
sweet white lupin seeds of an Ares variety). 

Therefore, the reference is deemed to anticipate the instant claims above. 

Applicant cannot rely upon the foreign priority papers to overcome the above rejection 
because a translation of said papers has not been made of record in accordance with 37 CFR 
1.55. See MPEP § 201.15. 
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Claims 1-14 are rejected under 35 U.S.C. 102(e) as being anticipated by Murad (US 
6,630,163), with evidence provided by the PROMT Abstract entitled "Croda launches plant 
complexes" (Manufacturing Chemist, June 1998). 

Murad teaches topical and oral administration to humans of therapeutic dermatological 
compositions which comprise Hydrolupin AA (a commercial product from Croda, Inc.) as an 
active ingredient therein (see, e.g., col 17, line 33 - col 18, line 44; Examples 5 and 7-11). As 
evidenced by the cited PROMT Abstract, the commercial product known as Hydrolupin AA 
produced by Croda, Inc. is obtained from lupin seeds and contains free amino acid complexes 
which, as the name clearly implies, are derived via hydrolysis of the natural peptides therein. 
Again, please note the instantly claimed functional effects including preventing and inhibiting 
such conditions/diseases/ activity would be inherent upon such administration. Further, without 
clear and convincing evidence to the contrary, the cited Hydrolupin AA extract product is 
considered to be the same as one obtained from a particular variety of lupin seeds such as 
instantly claimed (e.g., from sweet white lupin seeds). 

Therefore, the reference is deemed to anticipate the claimed invention. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Murad (US 
6,630,163) or over the PROMT Abstract entitled "Croda launches plant complexes" 
(Manufacturing Chemist, June 1998). 

Murad is relied upon for the reasons set forth above. The cited PROMT abstract 
beneficially teaches a commercial therapeutic product known as Hydrolupin AA which provides 
powerful moisture retentive properties and optimal ability to penetrate keratin substrates so as to 
allow moisturization from within. As discussed above, the cited PROMT Abstract discloses that 
the commercial product known as Hydrolupin AA (produced by Croda, Inc.) is obtained from 
lupin seeds and contains free amino acid complexes which, as the name clearly implies, are 
derived via hydrolysis of the natural peptides therein. 

It would have been obvious to one of ordinary skill in the art to administer a composition 
(either topically or orally) comprising Hydrolupin AA therein for the beneficial dermatological 
effects this active ingredient provides, based upon the teachings by each of the cited references, 
as discussed supra. Again, please note the instantly claimed functional effects including 
preventing and inhibiting such conditions/diseases/ activity would be intrinsic upon such 
administration. Further, without clear and convincing evidence to the contrary, the cited 
Hydrolupin AA extract product is considered to be the same as (or at least obvious within the 
meaning of USC 103 over) one obtained from a particular variety of lupin seeds such as instantly 
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claimed (e.g.., from sweet white lupin seeds). The adjustment of particular conventional 
working conditions (e.g., orally or topically administering such a composition and/or, if 
necessary, employing a particular well known non-bitter variety of such a plant) is deemed 
merely a matter of judicious selection and routine optimization which is well within the purview 
of the skilled artisan. 

From the teachings of the references, it is apparent that one of ordinary skill in the art 
would have had a reasonable expectation of success in producing the claimed invention. 
Therefore, the invention as a whole was prima facie obvious to one of ordinary skill in the art at 
the time the invention was made, as evidenced by the references, especially in the absence of 
evidence to the contrary. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over Schwarz et 
al. (US 2,051,017) or over Borcherding et al. (DE 19640992). 

Schwarz et al. teach compositions comprising protein decomposition plant extracts 
including those comprising enzymatically-hydrolyzed lupin seed protein/peptides therein. 
Schwarz et al. beneficially teach that such products are easily digested and, therefore, are of 
value as food products including as meat extract substitutes, as well as within medicinal 
preparations (see entire document including col 1, line 19 - col 3, line 14; and claims). 

Borcherding et al. teach hydro lyzed peptide extracts of lupin seeds (i.e., protein 
hydrolysates) which are beneficially useful in food and beverage products (including as 
nutrients for athletes or the sick) as well as within pharmaceuticals (see DWPI Abstract). 
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It would have been obvious to one of ordinary skill in the art at the time the claimed 
invention was made to orally administer to a human a food or medicinal composition comprising 
a hydrolyzed peptide extract of lupin seeds, such as those taught by each of the cited references, 
based upon the beneficial teachings therein, as discussed above. Again, please note the instantly 
claimed functional effects including preventing and inhibiting such conditions/diseases/activity 
would be intrinsic upon such administration. Further, without clear and convincing evidence to 
the contrary, the hydrolyzed peptide extract products taught by Schwarz et al. and/or 
Borcherding et al. are considered to be the same as (or at least obvious within the meaning of 
USC 103 over) one obtained from a particular variety of lupin seeds such as instantly claimed 
(i.e., from sweet white lupin seeds). The adjustment of particular conventional working 
conditions (e.g., incorporating such peptide extracts within oral or topical pharmaceutical 
preparations and, if necessary, utilizing a particular well known non-bitter variety of such a 
plant) is deemed merely a matter of judicious selection and routine optimization which is well 
within the purview of the skilled artisan. 

Thus, the invention as a whole is prima facie obvious over the references, especially in 
the absence of evidence to the contrary. 



Conclusion 

No claim is allowed. 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher R. Tate whose telephone number is (571) 272-0970. 
The examiner can normally be reached on Mon-Thur, 6:30-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on (571) 272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair~direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Christopher R. Tate 
Primary Examiner 
Art Unit 1654 



